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Submitter Name: ISTO Technologies, Inc.

Submitter Address: 1155 Olivette Executive Parkway, Suite 200
St. Louis, Missouri 63132

Contact Person: Penny White
Vice President, Regulatory Affairs and Quality Assurance

Direct Number: 314-262-8007
Company Main Number: 314-995-6049
Fax Number: 314-995-6025

Date Prepared: June 27, 2011

Device Trade Name: lnQu® Paste Mix

Device Common Name: Resorbable bone void filler
Classification Name: Filler, bone void, calcium salt compound
Classification Number: 21 CER 888.3045
Product Code: MQV

Predicate Devices: lnQu®0 ISTO Technologies, Inc., K063359
lnQu®' ISTO Technologies, Inc., K071428

Statement of lnQu®0 is a resorbable bone void filler intended to fill bony gaps or
Intended Use: voids that are not intrinsic to the stability of the bony structure. lnQu 0

is intended for use as a bone 0graft substitute in the skeletal system
(extremities and pelvis). lnQu® is indicated for use as a bone graft
extender in the spine when combined with bone autograft. These
defects may be surgically created osseous defects, or osseous
defects created from traumatic injury to the bone. The product
provides a bone void filler that resorbs and is replaced with bone
during the healing process.

Device Description, lnQu®& Paste Mix is intended for single patient use only. The device is
Summary of a sterile, granular, synthetic bone void filler composed of poly (DL-
Technological lactide-co-glycolide) and hyaluronic acid. lnQu is combined with a
Characteristics fluid (e.g. saline or blood) to form a paste, which is easily placed into

bony voids. It resorbs and is replaced with bone during the healing
process.

Device Testing ISTO performed a study comparing the dissolution rate and
characteristics of the smaller granule size in the Paste Mix to the
granules in the predicate devices. The results show the two forms do
not have significant differences.

Comparison to the The new device is substantially equivalent to the predicate devices in
Predicate Device terms of intended use, material composition and technological

characteristics, as shown in the above testing.
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Rec: K 111838
'ITrade/Device Name: IQl K) Paste [Mix
Reoulation Number: 21I CF R 888 3045
Reuu I at ion Name: Reso rbable cal ci unI salt bonec VOIC wl hier device
Reau1latory Class: If
Product Code: [\'IOV
Dated: Augu'Lst 16, 2011
Received: ALIUcust 17. 2011

Dear NIlS. White:

We h~ave rCicd viL ecI o rC Sectio 5 1 0(k) premarket notification ofI in tent to market the dc vi cc
iceferenced above and have determIH~ edI the dvice is substantially eqtiValent (for the indIicatlo us
for uIse Stated inl thre ene losure) to legoally' marketed predicate devices marketed inl interstate
commerce prior rto i av 28, 1976. the enactmient date of the tMedical Device Amendments, or to
devices that have been cec lass i fied inl accordance with the provisions of the Federal Foo0d. Drug.
and Cosmetic Act (Act) that do not reclui re approval of a premarket approval application (P Nd A).
YOU L may. therelfore, market the deCvice: L sujct to the g(eneacon CItro IS provisions of' the Act. 'Ihle
general Controls provisions of the Act inrclude requiremenCIts For 'annul~ai registration, listing, of
CI cviCS "Cegod in ali rae tingl p racti cc. labeling, and prohibitions agaai nstIi mi srand ing and
acl~lteration. Please note: CDR[I-f does no0t evaluiate information related to contract li abili ty
warranties. We reiind \,ou,. however, that dev'ice labeling iIn ust be truthlfim and not inislead Inc

If your device is classified (see above) into either class It (Special Controls) or class IfII (PN'\IA), it
may be S~ibj ect to additional controls. I7x isti ng maj or regoulations a ITeti ng y'our device Can be
lfourin inl the CoCIe of Federal Regulations. Title 2 1, Parts 800 to 898. In1 addition. FIDA may

1nLbl ish furlthr announIIcemIents conIcerning your1 deCvice inl thre Federal RetzIister.

P lease be advised that FDA's issu~ance of, asubstantial equivalence determination does not meanl
that FDA has made a determination that you)Lr device complies with other reqluirements of the Act
or any Federal statutes anld regUlations admlin iste red by other Fe deral agencies. Y(OUi in List
comply with all thie Act's r-elulirlentS, Iincluing.,- but not limited to: registrationl and listing~ (2
CI( Part 807); labeling (2 1 CF-R Part 80!); medical device reporting- (reportingo of medical
device-re kited ad verse events) (2 1 C F 1803): good manu ~f'actu ingI praicti ce reqLliIreme1ts aIs Set
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lri in the Cilialit YMstMS (QS) reituiltion (21 CER Part 820); and if app lable, the etroni c
proclic iatm ion cont rol p rovisinons (Sections 53 1-542 or fth Act): 21I CFR IO 00-I050.

I r \ 'Ol desire specific advice flor your device on our labelin re, gulation (21I C17R Par t 80 1), please
goto hutp //\\vwv. f da go v,/AhO LII FD)A/CentersO ffiees/C D 1<1-I/1) R1-I1) fleces/ic in 115 809.1 him lb

the Center for Devices and R(adijological H-eath's (CDRI-l's Offie of Compliance. Also, please
note the regulation entitled, 'Misbranding by reerence to premar-ket notification" (21 IC1R Plart
807.97). For1 q nestions regard ing the reporting orI ad verse events tinder the N IDk 1 rgUlationl (21I
CFF( l'art 803)1 please go to

fli :/\v~v~da. c vM e jL IDeise/S kt/Rpora~oblm/e fn t. imFor the CDRI-Is Offie
of Surllance1,1 and I3ionintics/Division of [lostimar-ket Survdliltac.

You may obtain other general information on your resp)onsibilities under the Act fLoinl the
Division of'Smnall Mvanulbeturers. International and Consumer Assistance at its toll-free nuirher
(800) 638S 2041I or (30 1) 796-7100 or at its Internet address
hnup1 :/www.v fda.i-,o\'/M cc icda I DeViCS/ResoulrCcSfbr You/I ad List Iv/dU Ian I t. h iml.

Sincerely yours

fr- Mark N. Nelkerson
Director
Division of Surgical, 0 rho pecic

and Restorative Devices
Office of' Device Evaluation
Center fAr Devices and

Radiological HeIalth

E~nclosure



Submitter: lnQuo Paste Mix
ISTO Technologies, Inc. Traditional 510(k)

51 0(k) Number (if known):i

Device Name: lnQuo Paste Mix

Indications for Use:

lnQu® is a resorbable bone void filler intended to fill bony gaps or voids that are
not intrinsic to the stability of the bony structure. lnQu®D is intended for use as a
bone graft substitute in the skeletal system (extremities and pelvis). lnQu® is
indicated for use as a bone graft extender in the spine when combined with bone
autograft. These defects may be surgically created osseous defects, or osseous
defects created from traumatic injury to the bone. The product provides a bone
void filler that resorbs and is replaced with bone during the healing process.

Prescription Use -x -ADO Over-The-Counter Use ___

(Part 21 CFR 80 1 Subpar D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDR-, Office of Device Evaluation (ODE)

Division of Surgical. Ott /opedic,
and Restorative Devices

51 0(k) Number _ ______
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